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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )M Responsive to communication(s) filed on 12 May 2003 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disp sition of Claims 

4) ^ Claim(s) 1-22 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-22 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Pri rity under 35 U.S.C. §§119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachments) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 
Papers Received 

Receipt is acknowledged of the applicant's response, received on 12 May 2003. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-15, 21, and 22 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for diamide, geldanamycin, sodium arsenite, stannous 
chloride, zinc chloride, and an activated heat shock transcription factor 1 in protein or nucleic 
acid form, does not reasonably provide enablement for all benzoquinone ansamycin compounds, 
all arsenic salts, all tin salts, and all zinc salts. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and/or 
use the invention commensurate in scope with these claims. 

The factors to be considered in determining whether a disclosure meets the enablement 
requirement of 35 U.S.C. 1 12, first paragraph, have been described in In re Wands, 8 USPQ2d 
1400 (Fed. Cir. 1988). Among these factors are: (1) the nature of the invention; (2) the state of 
the prior art; (3) the relative skill of those in the art; (4) the predictability or unpredictability of 
the art; (5) the breadth of the claims; (6) the amount of direction or guidance presented; (7) the 
presence or absence of working examples; and (8) the quantity of experimentation necessary. 
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When the above factors are weighed, it is the examiner's position that one skilled in the art could 
not practice the invention without undue experimentation. 

(1) The nature of the invention: 

The invention provides methods for protecting a human patient or a mammalian animal 
to be subjected to chemotherapy treatment of a tumor not residing in the scalp of the patient or 
the skin of the animal against chemotherapy-induced alopecia, comprising administering to the 
scalp of the patient or the skin of the animal an effective amount of a composition comprising a 
chemical inducer of the stress protein response sufficiently prior to the administration of a 
chemotherapeutic drug. 

(2) The state of the prior art 

Although various methods of preventing and treating chemotherapy-induced alopecia are 
known in the prior art, by the applicant's own disclosure, the success of such techniques are 
greatly influenced by a number of factors, including the gender of the patient, the half-life of the 
chemotherapy agent, and whether the chemotherapy treatment includes only one agent or a 
combination of agents. Disadvantages of the methods of the prior art include the toxicity 
imparted by the treatments, patient discomfort, and the administration of therapeutic compounds 
weeks prior to chemotherapy. Furthermore, by the applicant's own disclosure, relatively little 
research has been conducted to identify the actual mechanisms of chemotherapy-induced 
alopecia. 
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(3) The relative skill of those in the art 

The relative skill of those in the art is high. 
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(4) The predictability or unpredictability of the art 

The unpredictability of the art is high. In methods of treating a condition, a time- 
dependence factor must be taken into account. In methods of preventing a condition, the time- 
dependence factor cannot be easily predicted. Furthermore, as the Background section of the 
Jimenez et aL patent reveals, therapeutic agents must be tested for effectiveness against specific, 
individual chemotherapy agents. 

(5) The breadth of the claims 

The claims are very broad. The methods claims primarily require the administration of a 
broadly defined group of active agents (that is, diamide, benzoquinone ansamycin compounds, 
arsenic salts, tin salts, zinc salts, and an activated heat shock transcription factor 1 in protein or 
nucleic acid form), along with a penetration enhancer and a carrier, with the agent being 
administered at a sufficient length of time before the administration of a chemotherapeutic drug. 

(6) The amount of direction or guidance presented 

Throughout the specification, the applicant has disclosed that treatment parameters, such 
as the amount of time the treatment is to be administered before chemotherapy, and the amount 
of the treatment agent to be used depends on various factors, which include the penetration 
enhancer used, as well as the pharmaceutical carrier used, and the specific manner in which the 
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agent is administered. Furthermore, the applicant has disclosed that such treatment parameters 
are to be determined empirically, using various methods, including animal modeling. In the 
view of the examiner, this is interpreted to say that such treatment parameters cannot be 
predicted or roughly estimated without conducting such testing. 

(7) The presence or absence of working examples 

Although the applicant has disclosed experimental procedures in detail, actual 
experimental results demonstrating the effectiveness of the instantly claimed invention have been 
provided only for sodium arsenite and HSF(+). 

(8) The quantity of experimentation necessary 

Since the treatment parameters, especially with respect to the type and amount of 
therapeutic agent to be used, cannot be predicted a priori but must be determined from the case 
to case by painstaking experimental study and when the above factors are weighed together, one 
of ordinary skill in the art would be burdened with undue "painstaking experimentation study" to 
determine proper dosage amounts of each therapeutic agent to be used to treat a patient being 
administered a particular chemotherapeutic agent, as well as to determine the length of time 
between the administration of the treatment and the start of chemotherapy. 

Claim Rejections - 35 USC § 102 
The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 
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The rejection of Claims 1, 10, 16 5 17, and 20 under 35 U.S.C. 102(b) as being anticipated 
by Li et al. is hereby withdrawn. 

Claim Rejections - 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 1-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Li et al in 
view of Jimenez et al. is maintained. 

Response to Arguments 

Applicant's arguments filed 12 May 2003 have been fully considered but they are not 
persuasive. Applicant's arguments appear to be predicated on a narrow interpretation of both the 
claims and the prior art, particularly with respect to the disclosure of Column 4 of the Li et al. 
patent. It is the position of the examiner that one of ordinary skill in the art, giving both the prior 
art and the claims in their present form their broadest reasonable interpretation, would find the 
claimed invention obvious in view of the prior art. See MPEP § 21 1 1 and 2123. 

As the applicant himself has stated in the arguments filed 12 May 2003, the rejection set 
forth in the previous office action may read on one member of the Markush group in Claims 2, 4, 
7, 9, 13, 15, 17, and 22. Rejection of one member of a Markush group, in accordance with 
Office policy, is sufficient for an obviousness-type rejection under 35 U.S.C. 103, since each 
member of the Markush group is recognized as belonging to a broader class recognized by the 
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art. Thus, the rejection under 35 U.S.C. 103 previously set forth is deemed proper and will be 
maintained. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Simon J. Oh whose telephone number is (703) 305-3265. The 
examiner can normally be reached on M-F 8:30 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on (703) 308-2927. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 305-3014 for regular 
communications and (703) 305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1234. 



Correspondence 



Simon J. Oh 
Examiner 
Art Unit 1615 
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August 8, 2003 




